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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
5/22/2009 and 7/15/2009 has been entered. 

Rejections and/or objections not reiterated from previous office actions are 
hereby withdrawn. The following rejections and/or objects are either reiterated or newly 
applied. They constitute the complete set presently being applied to the instant 
application. 

Response to Arguments 
Claim Rejections - 35 USC § 102 and 103 

The rejection of claims 2-3, 6, 8-12, 15 and 19 under 35 U.S.C. 102(b) as being 
anticipated by WO 9941298 (WO '298) is maintained. The rejection of claim 7 under 35 
U.S.C. 1 03(a) as being unpatentable over WO 9941 298 (WO '298) in view of US 
6159381 ('381) is maintained. The rejection of claim 27 under 35 U.S.C. 103(a) as 
being unpatentable over WO 9941298 (WO '298) is maintained. 

Applicant argues that the amended claims are closed and organic polymers of 
WO '298 have been excluded. 
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Applicant's arguments have been fully considered but are not found persuasive. 
Although the term "consists of" in claim 2 and "in the absence of other ingredients" in 
claim 3 is recited, the Examiner does not interpret the contents of the nanoparticle in 
either claim 2 or 3 to be closed. There are multiple interpretations of the claim language 
(see Claim Rejections - 35 USC §112 below), and for the purposes of comparing the 
claims to the prior art, the Examiner adopts the interpretation that the contents may be 
open to lipophilic components (i.e. organic polymers) as implied by the recitation of "fat- 
solubilized". In this interpretation, the above grounds of rejection still hold against the 
amended claims for the reasons of record. 

The rejection of claims 3 and 11-18 under 35 U.S.C. 102(b) as being anticipated 
by WO 03033592 (WO '592) is maintained. The rejection of claim 5 under 35 U.S.C. 
103(a) as being unpatentable over WO 03033592 (WO '592) in view of US 37017435 
(745) is maintained. 

Applicant argues that the structure and function of oleic acid negative ion as 
instantly claimed is patentably distinguishable from the non-ionic sorbitan ester of oleic 
acid of '745. 

Applicant's arguments have been fully considered but are not found persuasive. 
Claim 3 is a product-by-process claim. "[E]ven though product-by-process claims are 
limited by and defined by the process, determination of patentability is based on the 
product itself. The patentability of a product does not depend on its method of 
production. If the product in the product-by-process claim is the same as or obvious 
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from a product of the prior art, the claim is unpatentable even though the prior product 
was made by a different process." In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 
966 (Fed. Cir. 1 985). See MPEP § 21 1 3. It is unclear if the surfactant of claim 3 is a 
component in the final nanoparticle. It's reasonable that the surfactant may serve only 
as a solubilizing agent, and not be present in the product nanoparticle (see Claim 
Rejections - 35 USC § 112 below). In this interpretation, the nanoparticle rendered 
obvious by WO '592 in view of '745 would be structurally identical to the presently 
claimed nanoparticle. The presently claimed nanoparticle does not require the 
presence of a surfactant in the nanoparticle. 

New Grounds of Rejection 
Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 2-3 and 5-19 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 2 and 3 recites "to act with each other". It is unclear in what way the 
primary nanoparticles and salts "act". Does this mean to react with each other? Does 
this mean to be combined together? Does this mean to be mixed together? 

Claims 2 and 3 recite "fat-solubilized water-soluble drug". It is unclear what 
constitutes a "fat-solubilized drug". Does this mean a drug that has been chemically 
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altered to be fat-soluble? Does this mean a drug that is dissolved in fat? If the drug is 
dissolved in fat, does "fat" here mean animal lipids (the strict definition of "fat"), or can 
this be any lipophilic medium? Claim 2 uses closed language to describe the contents 
of the primary nanoparticle (i.e. "consists of), but it is unclear if fat is a required 
additional and unrecited component to make the drug "fat-solubilized". Therefore, it is 
unclear if the contents of the nanoparticle are truly limited to the recited components. It 
is similarly unclear if the contents of the nanoparticle of claim 3 are truly limited to the 
recited components. Claim 3 states that the primary nanoparticle are produced by 
causing the recited ingredients to act with each other, in the absence of any other 
ingredients. But as "fat-solubilized" implies the presence of additional ingredients, it is 
unclear if the contents of the nanoparticle are truly limited to the recited components. 
Furthermore, there is no positive limitation that even the recited components must be 
part of the nanoparticle. "To act with each other" is unclear for the reasons above. 
Does the action result in all components being incorporated in the nanoparticle? For 
example, it's reasonable that the surfactant may serve only as a solubilizing agent, and 
not be present in the product nanoparticle. The recited fatty acids are also known 
solubilizing agents, and may not necessarily be present in the product nanoparticle. For 
the reasons given above, it is unclear what components are and are not present in the 
nanoparticle of claims 2 and 3. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PAUL DICKINSON whose telephone number is 
(571)270-3499. The examiner can normally be reached on Mon-Thurs 9:00am-6:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on 571-272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Eric E Silverman/ Paul Dickinson 

Primary Examiner, Art Unit 1618 Examiner 

AU 1618 

July 31, 2009 



